\ﬁéﬂ WMEFEFR 121TH 15
- ¥k 274 12 H 17 A

#woE A R
& REFTRED |HEEEHN (B &£ B
o8 K

BEASBEER AHRFELEREEEHERE
(7~ H & W)

=HR=7 (& ﬁ%ﬁ@z)%ﬁ®ﬁﬁ Bl TOFRBEFRIZONT

=R T (BEFHEEZ) BE (RKEA A7V R EEEFRE 20mg
K ONE R RRTE 100mg, DAT, TARF] &9 ) 20T, &AA, TEIE&
FHE7R T - FROIEANMIENE ) 2T RE L TERBLELEIAT
T, FESERER BEOCREMISIC L 2RERSOEELRBERAH S
DD ERT, BENTOERBREFA GBDTRELNATWA Z &b, TOM

W T BICTREOEICSDVWTHEESNS LY BEE T OEREE
EUCERICHT ZEDLBELET,

1. BFIOBEEMEHICOWNT
(1) AFNCHOWTIEL, ARBICEL, BEGEEFICL 2 2ERN x5 L
Ui ERRERE. BERMAEROKEEEZ EOHEMAELE L THL
7=k,
[ AR ]
1. BEESVAEHFNEEZEED L, @UNCEMRT 22 &,
2. ERATCOBRBREFAIPEBDTROLNTWAZ ENnG, WUEREE, —FEHK
DREFNCRDIT —FPEBIND £ ToME, 2EM S8 FARE
AEXERTDHIZLICLD, ARIEABREOERERETEETAL L




. AROEEERTDESECET T -4 2 BHICRE L, REOH
EFERICLEREBRERHE LD &,

(2) REOEE, BHEIDE, TOCLEERCEERUTOLEEY T
HHDT, HEOHELRBENTAIZE, B, FOMOER Lo
HEEIZOVWTE, BRI XEEBRINT N L,

[ ‘

1. AfFE, BARC OIS TE pEBBFRIZBNT, PAMEREICL
AR - RBREBOEMO L LT, AR OERSEY &R SN B E
Flic > TORh&EE+SS -, $7, BEMBICELDL, BEXEED
FIEILADEEOGEHREL2TSFBA L, REEZHTHbRET L&,

9. BEUHBERALLDIL, FUICE-FEFALBEINTHEDOT, 4
WRES (B4, FERIEEE, k. FE5 ) OREREUIE X SRE o0
S, BESTHEFTHI L, £, BERRD ONEESICRES
DFEEPIEL, BEEFAL T RORESOEUBAELTS 2 &,
(MEER S, EELEAMEE). EXREERIOEESR)

[Hhie 2 izsh &)

1. BB EE A B

2. IRREAHEST - R OB/ MR NS

(e - BRI BET S EA EOTE)

(1) (L BEREBEURE T B 52 AR OF PR RS IEIHT L TR0,

(2) AFI Ot MBI 31T 5 B IR OV A0S LT AL,

(3) WG REREEREENES, TBEME OEORNESRML, &
HOBFPER VL EMEE AR L LT, RELSAOBEDEMIC
SNTHEEICRHM L, BEEEOBRETHI Z &,

(4) TDHRTELHET - BREOINABEMEDES ., THERE OEONKE
L. AHOEDER TSNS OB L7 E T, IS BRE O
REITH 2 &,

[HEEROHE]

1. RIS BN RalE

. A=A (BETFEMBZ) & LT, 16 2mg/ks (KE)
# S HEMMR CAMEET S,

2. CIBRAREZ0HETT - H RO/ RIRNE
BE. BRACE =R v~ (EEFERL) L LT, 1H 3mgkg (RE)
% 2 WEIMNG C AR ET 2




2.

<HYE - ARCEETAER LOEE >
() EHEOFABMERVCQERN ((EH LoEE I OIESM)

) AFlOR SR, BHECETI 1 EHRE58E LT 2meks &5
Yo, SN TR L ER 5B LT Smelkg &2 5 L D ICME
BEEHENS,

2) AFFNZ, 1 BEBICLEMNT CAEBRETS D &,

Q) FEIOBE b T, AV T4V 74 48— (0.2 YE 022um)

FEATLIL,

(3) MORMESHBERE ORI YT, HHEEROEEHE I L T

o,

EFEECET 5B EEMICET S RAmFRICONT

AHRNZOW TR, BEIER, EFESEOHE. BN E UL 2O
PREICE T SiEE (BB 35 FiEEF 145 5) F19HRICESE, &l
HGETHHIRUEHRFEESICH L, REHRTER, — EHOERIZ{R
HT—EWREBINAETOMT. REFA 2 SRICEARBERAES E
T3 BEMNTEOT, ZOREOCORBICTHAFE NI &,




s 2015 47 12 F 43T (4 8 #D) e — A AR S R S 874201 |

*2L LS b Ml MPD-1E./ & 0—F Uik ATVF | ATV

A EEL R B, SRR, i) SiEENE 20mg | SISEHE 100mg
HR %";T 22600AMX 00768 | 22600 AMX00769

1 j’ o = %ﬁ:gsi 20 m g FEATALL 20144 9 A

jji}"— ""aﬁ:ﬁzgzz 100me e e
, z(lOIF"I;IV(@))' _ ' g [Ea] 2 20144 7 A

ZRILT T (BITHERE) A
B iE B 2—BCHRE

AR © SIS (00 ) | ) ER-BERIEOMTTEI L ) BT T L
- i] (e - %02
1 AHL BEBC FANETE 2 ERERE BT, 1. REPERA B RERLR
P AALETRIEIS -5 A i - 4 Eitmer SEMOS Ec, | #*2. SRTEERET - AR OI IR
’ff*”“”;_“ ;‘;Wﬂlgfﬁ;ﬂ[xﬂ':“tf’i*ﬂ 7 CHBE - RICEIE T B A LR oo :
g B et <s {0 Al D ol TDHE H . N s e HES o o
o ol gl et 52 () R R B B AR O BB US|
Boiact, AN A s
i riamhrr% b bt TET T o 2l b H L (2) AT O HMELEREC BT AN R OREEL
i s [y et Ity P RETLTwa, :
TS ) M k(& ] 5 Il : ’
ATEANTE. RN S bR (3) I R B R EEOR A, [HRRE 0E0 |

i g e e R e L. AR AR 5ot 2 |

& A

iidia ks Tl ',\llJ"]HL‘j)")JTijsl’lfj\‘ 5 ”
j}{ &k L. BB kT v Oy B DY : L kT FFUAOBROERIZOV T%]EEL—*ﬁ
BRE ) o (IS [HE 2R e i ol e L
&1, [HA BRI ool D (4) MR T - BROIMIIEO B, TR
i e i | DEOPIEERE L Z'Tﬁuo)ﬁ?ﬁ'TiF{U‘iriH%
D TACERLA LT, EEEEORRETI S,
(BB (ROBEERE LBV £)) '
FH RS LASEORAED H 5 BE (s - RE)
AR S EaE -
: . HHE, BZM'I;;‘cHﬂ-JV?7 GEfEFHRZ) LT 1H.
(#8RL - #E4R) 7 omg/kg (RE) % 3BRIRIECANRET 5.
— FTI—F | FFV—R k2, YIIRTAEL HETT - BR O/ MARATE
, MIEEE0mg | AiEEE 100mg BE, ARV BEEFREL) LT LE
ﬁ?ﬁﬁl‘& —ENeT (EETHEEL) & 3me/kg (RE) % 28R Mk TRMHHET 50
BED) ' ‘ I R S .
it mg/oml | 100me/10mL <Rk - ARCRET SR L OZR oy
it (1) TSRO AR R O S (F@}ﬂtm.@tﬁj -
D-wv= k=W 60mg 300mg : )
DEFTEITIY | i g 68 B | DEHoRSRCE BERERTIINEIRY | g
L s S o 7 | ome/kg ks & i, SAMAE T LIRS E Y |
A G bt BAE - 29.vemg | LCme/kgE % &) CUBEETHEN S, 5
| 5 e 0.01576mg 0.0788mg b AENE, TR R CREEET A L. g
- :}:l)y;wﬁwhso il . i L (2) FAOBFCBIo T A ¥ FA¥ T4V T— (Ozi
pHEEH 2ks EE EE i Mix0.22um) EHEHETAIE, ;
T T ‘ L) BORBIHEEH L ORI W T, AMERTES |
= E PRI LT eV, :
pH 5.5~6.5 - o S S S - st T A A i
BB #1.2 (Eﬂﬁfﬁ;’ﬁi%ﬂt) ' o e
Bl mﬁ%.m&_mmo 1. EERS (ROBECIHEECHSTEIL)
) AREETRRABMIC LD, Fr 4o XNARS - (1) BERERAOEHLBINE L  ERBEOATRL
KRS mo WS S5 FROBEEOS B (ACRERIIRET 5B Th
H2) | ARRESHERE BB ER LT, BEARIATY b 5o)
BT, EFEELE L 22me/2.2mL, 105mg/10.5mL T (@) MEMMERDOS L BEX T TORFEOH 2 EE (ME
Hbo :  RMRESNETLBINASD . (B [EERER

BoiEE ] [EXZEMER] 0EZR))



2. Egﬁﬁjﬂﬂrfﬁ

(1) Z#l o THRfEEAL eI XD, :@F@ﬁﬁﬁm AR5
LE LHBRA HERLHERSSDRL I ENDH S, Bl
g PTG, BRI DRHAICE, BEORIEN
iz L ZRIEADRIRE EE L. ﬁ@]&iﬁﬁﬂﬁaﬁﬁ%'ﬁ’) Z
ks ﬁﬁ@ﬁ&ﬁmhl&mﬂﬁfﬁﬂ*@bﬂ%% &z, A%
BHRVERORSEEERTAT L, (Fiﬁ&%ﬂ’f’ﬁﬁﬁj
OEEE)

(2) Mg EFHLhNAE T EXB DT, FHOEEC
Bmo T, BRI (REEE. WL BHRE oSl

: ﬁUﬂ@*ﬁXi&i*ﬁ%@%ﬁ{ﬁ% HeErtauaask,

- IS L TIRECT, M~ — A — S OREL £l

‘J'Zz Lo ([
)

(3) FURIEIEREEE S bhN D Z LI AD T, KA O EF‘
ISR U 5B R A R B\ R BR R B (TSI
B3, BAETASOWE) TEMTLI L, FRHESHICH
BB E AT RS AL, BERRERTI L.
(TEALEMER] OEBE)

(&) Tnfusion reaction ¥ LT, ##, B&E, £ HiE. R
EE, ELE, PERBERZ LD LEHLO
=, A OS2 E R Infusion reaction V2 H A THERIR
eSS O TE AR T L TRBRTAI . £
#-. 2[ B DL RHI% 5. 12 Infusion reaction 78 b
nATEbHLOT, FEEES R RFRRESRTHERA
4 ¥4 vERNET Y, BEORBL O HET
Lo . Ted. Infusion reaction PEHELHEICHE, £

TOBBRUSERSERICEET S S TRER THERT
Bk, (ERZEIFER] OEER)
3. HEEHA

#HEEE (BRCEETEIL)

], MEERS L TEXRERR] OBE

I - feRE T

FhlwF MRp IR - B
ETTF B LAy F o | Ao THRE
WEETIF  WTAUELBED AL

TEIET 7 F o | Bl ERDF | REDRELIS
' HLSa B | PREZAETh

LMERITAICL. | BhB.

4, BIERB
CREtIReTFRE S B EEE -
lW%Hﬁﬁ%@MO@%%ﬁ%)@yé%#ﬁﬁ%
5@, 30 (85.7%) W EMER (MEREMEEREZ
$1) AR L. ThEER (10%8 1) iat%ﬂ%r
114 (31.4%). @I I -FFO= YA sH (22.9
9%} M+ TSHE M7 (20.0%). B BE6H (17.1%).
P B ER A 6B (17.1%) . BEEH A4 v X ¥ RS
(17.19%), TR 5K 5 4% 88 4% FoiEsF (14.3%). JE 55561
(14.3%). AST (GOT) #Eim5# (14.3%). Mo+ ALPH
M58 (14.8%). MrpCK-{CPK) #n5s#l (14.3%), ML
DI F (14.3%). CRPIMSH) (14.3%), V¥
SERERASH (14.3%), THAR (11.4%).
(GPT) 4 hi4pt (11.4 %), »-GTPH M4f (11.4%).
IFEERE N ABT (11.4%). F—T7 72 & ¥ FTusA
/HMMﬁ(ﬂ4%)ﬂv&%@$ﬁ&4ﬂ(n4%)f
Holze (I

o CENIRRBE 39T - EIR IR R
=] P 8 T AH E4ER (ONO-4538-05 B UF06RER) D& &
Wistg 1115, 88 (79.3%) WRIVEHE (BRBEEE
st S LN, ZRBEMER (0% E) 15
66 (14.4%) % 2 %169 (14.4%). AR BH16H
(144%) BUZH 166 (14.4%) Tholz. (REH)

ALT -

(1) BEX#&EIEA
# 1) BT E AR
Wik, HE, EESoMERMmES (6.2%) ¥
Lhha D LRHL0T, Wk FEEE, B B0
BE BES £pRERE TACHEL. BEFR
Lh AR, EENC LR, BWECT. B —
G —EORE EfT 2T . BEEBERSEDNIE
Lrim ks Rk L,y B R E RO R EEOEY)
BAERATS & b, (5] [BERS] TEERERNY
EE | DEER)
2) BIEGEAE. B
B ENE, B (WTREHERRY Fas5bhd
CEABY. ThbERAHLALELLRAENLEES
nTwh, BHET, BEFE BRERE WTESE
CK (CPK) ERZoBEL T+ BEFROLLN
A RIS Ak Ly BRI R VE VRIORSED
EEEMBERFY c k. . BERBEDEICLSY V-
DI bSE IR SETT A2 B BOT, R
FEOBRMGIIIAERT A I L,
NEKBE. BEOTH
K% (0.7%). BEEOTH 0.7%) Fdbbhbl
FdBOT, BT, BT A TH, BE, m
M DIEIRR D Ebdltj&%{ﬁ'kii W% ik A% &,
TR MEERT T L. '
# 4) 1 BIPERRIR
IR (Bl 1 BERR 2 e ) GHETRHY) &5
b, HBREEF FTY F—YARELIENFHLHOT,
TR, Hl, TEMEE Rk FB OUEEO AT
EEAHC L, IRBEREFELALEECRESE P
L, 4 ¥ /”’"ﬁﬂ@iﬁ—}%@fé@]&ﬁ&;%ﬁ? k.
5) FFRERE . &
AST (GOT) #8. ALT (GPT) #fu: y-GTPH M, ALP
PSR S R IERIEE (2.7%). FFR GREZRETY) #°8
b r L EHLOT, BEETHITY. BENEDS
n-EASTRREERET ALY, ERREETITI L.
#% 6) IR IR EE RS
R AR BRI T (8.2%) . FARMREREEILEE (1.4%).
Hk g (2.7%) SoWRBERREsS bR L
K HOT, BEE AT BESHD D WHEIC
By E ek Ay, BURAERTI L.
*% 7) (IR EEE
FRPE T 2 — T F— (2.7%), BFRoa--TNF—, B
_aﬂ&ﬁzlwuﬂf~\ﬁﬁw-ﬁvwﬁﬁﬁ\m%
(TR EETRHEY SoMEREFD LN LN
HoHOT, BELTHUTN. BEIDLRESICR
h T ALY, BYRAELTIZ L,
2 8) B R
'ﬂﬂ”é\ RS EELES (PR EEREY) Lo%
EERHbbILEZ kﬁ%é@f,$%®?%¢mE%m
R ATV, BEDED bhgA RS T
EFohl, EURREBERTI L,
#*50) BIEEE
Bl A S (1.4%) LORIBEENH L LT LT
550T, BEL STV, BEEEROLMEEICE
s dmla i, BWELEZIT) 2L, '
o4 10 fibd ¢
B GHEAWY FdbbhalididbntT, BHER
SR MEAATN i%#ﬁb%ﬂt%ALHF5%¢k?%ﬁ
L EMRABEETI S E.
**11)%?@&}5%5@
Hy 35 8 5% [ B 3 Bl % #F (Toxic Epidermal Necrolysis
TEN). B2 IR R (Stevens-JohnsonJEBEH) . £
FALHE (WFRLERERRER) S0EEORFESN S L
PID I EREH LT, BHEL AT BESRDL
RESTRBRESHIEL., BYLREET) L,




ok 12) BRI AC BRARTE

WIERARE (0,7%) SoRIREEEFHObN
BT ERHLEOT, BFEE MU EEPFRD AL
BaHCERS e ET AR Y, BERRERT) L.

#413) infusion reaction

Zedh, BE, FHEE, BE5 BLE, BAE. BERE
B, BHIE S % 4 PeInfusion reaction (2.1%) dHH b
RABILEEHLOT, BEOVEETHICBREL, BER
b B -aic ., BEETRET AR E:’ R NE %
FFH E k. F7-, EEO Infusion reaction & HhhiE
SREDL RS R L CHERLBERFI L LI

5%LL E

1~ 5%

1%3%5H

i

W 0 5.
HaEr R
fthisE

CIEE IR, Bl

., FaK

Dﬁm\{ﬂjo
Kh BB
B, WEEH
. BB
i, 7N
F-LR%

WL,
ey

BERL
HTER

EHEAES
IR

SiE, |

HBL. Bi5. RiB
MEg e, HiEw
N R
A, ALEE, EAER

B, T
BRI

HIHE. B
# ¥ 5 3,
X

SERAEET 2 CEEORET BRI &,
#%(2) 7 DROEHER
VFOBEERI S GG b;t sEdRAz a*)ﬂﬂarfﬂ’ﬁﬂ
BALERITI T &0

L 1 rvg | kE | R
YN Ek
oo | |
DB | cnkin | spompino s, 8
M N L
= BREkIehR
fiE
PR R=Y AT
LR | gy, oo, R
ME | B 0
: i E
e N
e &
- TE R
(s T
e BT
EETT
34
PRRE Wi, W
T
88 0
W 5 T
i | T B D DS, O, | DL
B b DS, OP% | OB | . 1k
|
1
e 75, LB, | . B
SHEE %\%ﬁiggggﬁ‘ AR | &, 2
T @ g s O S
_ g .
; S R REELR| L
e Rl E R | s
B
B
- " g PN
iﬁfﬁgﬁ%gzﬁﬁw\%‘ﬁ«ﬁ%r
BB e n T R A N Ty MY ARLE,
i | FOOURE R, B s x s
T TR, T/EEI[IHEE— o o 5
AEF I AR ‘ e 7 /
oA
T RWEE.
BBHR wg. 5T
Rie B A, P, @ﬁ%ﬁ“;ﬁ Aol
B PERAR. WV | g Dt
55
o WHERH, TV T B |y
BREE BEe, B R R
Eé%% BER. IR

TLAF—
PR

L N e L

R, Ji

EHE n R

%O

TFI45%
D g7
kiR
TV )
Hidge

e, AEd

s

IR,
hrrrF=vi
. B 71
B, ~EXTOEY
WA, IR
A, BEFRHER
TF.of /b AR B
A, kM B
A, B Lk B
i, v BT
¥, FIRURBRIT
ﬁg‘{%'i‘f‘t\ E‘FHHE.‘V‘“
A0, FHEH
1 # M, i WCK
{CPK} # 4 I
PFLDH¥E M. CRP
W, Y-7riy
2 bk Ve i |

Mmeza—
Wigd. o~
SR
e i
gJ)Fatn
Yo A
¥ A B o
cisEm,.
Ny A
ca®m,.
R T4
il - E 5 ¢4
Em, H
DR BN E e B
GERQT | #ERhn
EE. #Y
rRREME
=y

UPAEEE -
m, 7Ig-
TH I &
EHE L.
EN I
s
A, R
oA
s EHT
WA

meEcK
(CPK)-
| i

5 55 FABREE (L E N 2 I S0ER (ONO-4538-02, 05B.U06SER) 0

HEPOEITL ., ENLS QMR BREET \ERTORE
BRI E L.

. SEEADRE

B EHE T ATIERANET LT 30T, BEOR
e L e oEECEET A,

R, B, BIRE 085

*MniﬂWﬁﬁ¢®&5h@Téﬁ%&mﬁibfw&w61\

R L Cwh TRk 2R ACERES Liewni
REEIET B0 RO ETRETASAIBREEOERE
MM LEA LR E N2 B EICOAESTEIL,
F7-, R LA RSO A AT, B BT Y
L3t A Sk, ULEYVEBviciiEnRUINAR
OFECBETLRBEICE VT, 10mekeDA2EE S
(AUC I CIRFIRE & 0@ 3~23 5% 3 5) KXY
R BT B - BIRETES 5 Wi HERBTED
BINATRS b, BEBERRO bkl oln

HEEoNBERFRZECHEERTED LMo &
B, AT A RO TED LT A]

(2 B OREITETARERIRIL THRWOT, BIL

BlolETagaicdglehilkses b, (Rilor
LI AGETIEE ST weAL B IgG iR
BB T 0T, FH BT T ATREND L)

7. (NREADEE

AR ES L SR, SR, RN T 3R
HERFEL LTy (AR R ).




8, BAELDEE
(1) PRELes
C DS TRREET, Bl alﬁ‘d%u.;cun, o
#x D EHE L BERAETE L {R5% 7 P BRI ER
L, @ eomLU L2 BEET 5,
NEIRIEFFCENL, 2REMRRERID L,
DEFREOHITESPCEHTE L, T4 BRABLRE
I, WMEBROBEANSLOTHEHELENI

B AR IL DR R B E 0.35me/mL 3k Tid. zwmﬁzwﬁi

hOEEEDHEE STk,
G Al - DRIER LAV &
(@) 5
HiEiRmR S L L\ BT, SARCRES L2V E,
(3) 58
FENF RO E L, BEFEITh RN &

9. TOMOEER

(Dlmﬂmﬁwfmﬁ'
%}D

(2) F 2 Bl 50mekg %:ﬂl B, 4:BEEEES LR
W~ ¥ AR B EMRRE S bl L O
EX DB, ‘

Wt AFAOBRESEEILTY

, [ 4 Th 88)
1. MRRE
(1) BLElf 5.

H 2 AB IS BB AR 1~20mg/kg % IREMB LT

THERHIR P EE I 5 L7 & & oI iR R L U
B85 A —F FUTIRT. &2V 77 YA (CL) &
?’“5%?3’(%3:\]74%0)@%?‘1” BATRTE (Vss) BHFE
By OIFE #50mLl/kg) KIEWHEERLZ By
(CE¥pfE + U fE 2, Imgrke n~3. 3mg/kg ! n=b, 10mg/kg n=6.
20mg/kg " n=3}

100(0’E>gfmu Imeke o
. . 3mghkg o
10mglkg A

20mglhg &

100

il

WL =5 B

T T L T T 1
D- 72 144 218 288 360 432 504

TR L Al =5k | 1-EHERE

pER (hr)
= 1mg/kg 3mg/kg 10mg/kg | 20me/kg
BEE | Tl | () (n=6) (n=3)
Cmax | o4 4uy5 | 6884100 | 192436 | 214468
{pg/ml) :
T(I}‘:;’)X 3.0(1.0:9.0) | 1.0(1.0:2.0) | 3.0(1.08.0) | 9.0(3.0:25)
AUCoses | 4950 12300 - | 43900 67400
(ug-hr/mL) +580 + 4500 +£7900 | 15500
(Th‘g WOE10 | 320170 | H20+270 | 430=230
cL 0.127 0.210 0.126- | 0.206
(mL/he/kg) | £0.020 +0.152 +0.,027 (143
Vss :
(kg | OLOF67 | 6972102 83.6+27.4 | 96.8=12.1

SEIME + IR, Tmax . FIHE (§EE)

44__

(2) FAERS

HRABULEAE %ifémx%u omg/kg % JAMIC T EKE
BRI S L b 3 OB SRTEORFEPRERTF
STREOEELUTEFRT. BSRTROMEFREER
U b5 7RIS 18 B R — S L., &518
BHCREEREICEL:. 2 _

(pgiml) ) (ER + ERAEE)
80+

704

S
1 i
i
B—
el mm i
'-_———. 2 B—]
- ]
e - .

na
(=]
I

o SR PR SR TR AR
Ll DIRE ‘

T T T 1 ¥ T
0 3 6 9 12 15 16 21 24 27 30 33 36 39 42 45 48 51
R GE)

(F6 BF Bk #8)

t. RSV EGREE

BREeEREsHRE LEEREL 1RzEY (ONO-4538
-02 g 9
B WY VI E ACEEEE A ARG WA R I
/NS LREROEEEaEBFE G E RIS, T
_ 2mg/ke # SAMMBRCARREL FEEMEETH
ZERME (RECISTH 4 ¥ 54 ¥ 11 ET { itz
i~ & 2CRI HPR) iX22.9% (O0%EHE KX B 113.4~
36.2%%) Thol. BB, $ﬁu IR LB 12.5%
THhot.

B (%)
szdgEE) (CR) 1 (2.9)
tRoEsh (PR) 7 {20.0)

% & (SD) | 15 {42.9)
#® 7 PD} 11 (3.4
ST 1 (2.9

% ¢ Wilson DA 217 % H v izE iz X ko 2 BEER. 7%,
RS ORI CEREIEC & 0 R - 00% R IRE R i
11.9 ~37.5% Tholz,

w2, UIEPEEL AT - ﬁ%@é?'}‘ﬂﬂﬁﬂﬂir

{(RTLEH

(D) e REfERE AR e U ERE E1EEER (ONO-4538
-0558R) @
75 FFEH G bFEEE T AT 5 WA A IBA
/VE T ESOR T N REE RS (ECOG
Performance Status 0% U81) 3560 % % & 12, F#3mg
kg SEBESCEEEE LT, TENEEE THLE
s (RECIST #4 FI4 ¥ LI ET { rpalEis &
ACREIZPR) 1325.7% (5% EHERN  14.2~42.1%)
Tdhofeo i, BHICHREL:BERSI%THoT

B (%)

wagH (CR | 0 0.0 o
oz (PR) 9 (25.7)

# £ 5D 10 (28.6)
#® 47 (D) 16 (45.7)

FHEA 58 0 (0.0)




@) S MABEERE TR E LA BB IERR (CA208017

HER) ¥
75 F A R ST LEREE R AT A WRAES AR
JNBXGHBORT L EEABREMNERS (ECOG
Performance Status 0 081 2724 (AHEF 138, Ft
¥R VEEISTH) EWRE, FESFereHRELT
8 3me/kp 2 BMHB CARBELL L S0FMER
AR MRt L7, EESHAEE Th A 2T HEE O
HiE To5% X H)) it AREET0.25 [7.95~13.27] »
H. Fe&Fr#t6.01(5.13~7.331 » B TH Y, &Al
BFE s i Lt ERERERLE (N
H— FH0.50 [96.85% B MIX & - 0.43~0.81], p=0.0002
[Billogrank 5] o
1.04
o84
0e{
0.7
0.6
7 0.5-
b4
* 0.4
0.34
0,2
0.1
0.0 _ , , ‘ |
o 3 & 9 12 15 18 21 24
at risk3k EEHRE ()
#FE 135 1i3 86 B9 52 3 15 7 0

—A— AFIEE
e 2%t EE

ResxtA8 137 103 B8 45 30 14 7 2 0

GERTLE#>

(1) SE/lipapE R E & R & L BN THREH (ONO-4538

-0635R) ¥

oo B % ST L ERE R AT A DR RE R IBY

VB ERoERE LSRN ERE (ECOG
Performance Status 0% UF1) 765 & & ®12. & #)3mg
gk BBMECIERELS. TETHEETHLE
AR (RECIST #4 F54 v LIRS OFelmic X
ZCRIWPR) 1310.7% {(95%Z KM & 12.53~30.0%)
Tdhoite 1 EHICRELZHERINTHo7,

FIEC (%)
se&th CR) 2 (2.6
sy (PR) 13°Q17.1)
% & (8D) 21 (27.6)
#® f7 P 33 (50.0)
SEM Y 1 (1.3)
FETHRER L 1 (1.3

(9) SRR A SR E LA SRS (CA200057

HER) © : ) .

75 F - HEE SRR A T A UBR R B
/WX RESEOHEBT LEIENRARER (ECOG
Performance Status 0. 0F1) 58241 (FFB 2020, Ft
7 b LEEZ040) EFRIC, FRydFerazdBe LT
AH) 3ma/kg # 2BHBERCAMEELLL S OFDER
et B Lz ZEFMEES Th 2 2B b

S g [95% 1 HA K [8]) 1. A #C12.19 [9.66~14.98] .

A H, FlesFhn$#e0.36[805~1068]2FTaY,
AHNE FEy e UMM ERERT R L
(N — F H073[95.92% 15 B X B 0.50~0.890,
p=0.0015 [EB) logrank #E]) -

—f— AFITE
e FhsE R

.....

00— '|"|"|"|"i‘1|'|"1-
0 3 g 9 12 15 18 21 24 27

at risk# £7HIRE (A)
AR 202 ps2 194 162 146 123 62 32 9 v
Fiad-bUE 260 244 194 150 111 88 34 10 5 0

(25 3h 2 )
TERERE ) '
—ENw T, & FPDL CHTABMETHY, PD1E £
OIH Y FTHAHPDLIRUPDI2E OBEEHEL, A7
ALEERSL THROME, HikbRUHREEHELD
s LY, BRI A e EL 0D, T

(bR CE T 2 LAY ER)

—RE L SEAT T (BETHE L)

Mivolumab (Genetical Recombination)

STE | #145,000 :

A v PDAHTABEETHEAL FIpG4E/ T~
FuFETH Y, EEIFHOT I JBEENPro
REBRANLTWS, 5% 4 =—ANAA 7 —TEMRE .
CE N EAESWDMED T I EREFL L HER
BB URI4BOT I BBE, S ZBHATHE
HANAEY YT ETHE,

(B EE &M
wx], BIER) A WG L HEEOE BYCEBTLH L,
2, BN CORBERASES TR TWS Z Ed b, B
. —EROECRLETF-FPERINLETOH
L SmEEl AR ERERAEEER T A L LY,
AEMEBEZOFEEHLMBIAL LS, FHORE
MR ET L7 — & 2 REIE L. FHo#EE
ERHCLEREBERRLAZ L.

(m  #)
7Y —REEEE20mE 2ml 134 T
F 7Y — R 100mg  10mL 11234 7ob

(EEXR)
1) NEFESTE  BNE TR (ONO-4538-01) BRI
(FPERD
o) AR TE  BWETH (ONO-4538-02) FHEHE
HAEH)
#23) SEELTE @RS TE (ON0-4538-05 REEE
(A PERD)-
##%4) Brahmer J. et al. | N. Engl. J. Med, 373 123, 2015
(CA200017 #ER)
wuB) SHELTE  EREIE (ON0-453306; HERH
C(FREED
##6) Borghaei H. et al. | N. Engl J. Med, 873 1627, 2015
(CA209057 B

7) Wang C. et al. © Cancer Immunol. Res, 2 ! 846, 2014




(Sresska)
FETHIEEROMRER - 2E T LTH TRICIHET 3,

AN THERRAT BREERIB {7 HRE
T 541-8564 KM REEAKMII1 TE & 25
FE 0120-080-340 (F 7 Y—F/ v~ KLERHF 1Y)

L wmEER '

m INFERITERKST
FEERREA KL 1 TEBHES
[7°EFE T aiRE)

% T P-IBREH

R EEENE 6- 5-1

CPD-A1




